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SUBIECT: Investigacional Medical Product Clinical Study
Compliance with Food and Drug Adminigeration Regqulations

all applicable Army, Department of Defanas, Paderal, and FDA
requlacicns. xil Investigational Hew Drug (I8 and
Investigational Mew Davica (IR} clinical grodies sponsored by The
Surgeon Seneral (TS@) ar by investigators within this Commang
which do not have appropriste admintstraciye Policisa, mocedures.
and regources applied ta ackigve adminigtrative and progedural
compliance with PDA regqulaticns will be designeted for clinicai
hold and/or ci-zsuce uncil carrective actionsx are takea.

2. The Daputy Chief of Srafs far Regulatory Compliance and
(uality (DCSROQ} in directed to ldentify all olinical gtudieg
L mnﬁmﬂmrmamﬁmmmwmmhMtednr
' surparted by this Command that lack appropriace ajdminigtratipe
procesaes and procedures sstahliohed amnel have not heen et i o ek
in accerdance with 21 crR 112, Bubpart D.

1. The DCSRCQ hag been directed to astablish and BANAge &
Requlacory Affalrs Divigion en oversee, direct, and/or caonduct
reqularory coapliance sonitoring and to serve as the oS¢ Spongar s
Repragentative for thix Cemmparnd in all Ragulatory Complliance
iegues relatmd to che Pra ragulated products. All headmuartars
'ulmmmdimmmmﬂadimuﬂmmtm
DCSRCYD in eatablishing amg periorming this adied misgion.
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